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Composition: Each vaginal soft capsule contains

Neomycin (as Neomycin sulfate)........ 35000 U
1 R K 100000 U
Polymyxin B sulfate . ................. 35000 U

Indication, Administration, Contraindication and
other information:
Read the package leaflet enclosed.

Storage conditions:
Store in a tight container, in a dry & place, protected
from light, below 30°C,

Shelf-life:
36 months from the manufactuning date.

Specifications: In-House.

SPK/ Visa No. :
LSX/ Baich No.:
NSX/ Mfg. Date:
HSD/ Exp. Date:
KEEP OUT OF REACH OF CHILDREN
READ THE PACKAGE LEAFLET CAREFULLY
BEFORE USE

Thanh phan: Mbi vién nang mém dat &m dao cb chira:

Neomycin (dudi dang Neomycin sulfat) . . . . 35000 IU
Mystatin........ i 100000 U
Potymyxin B suifat . 35000 W

Chi dinh, Cach dung, Chdng chi dinh va cac théng
tin khac:

Xem trong 1&r hudng dn si dyng thude kém theo

Diéu kién bao quan:

Béo quan trong bao bi kin, noi khd mat, tranh nh sang,
nhiét 39 dudi 30°C,

Han ding: _
36 thang ke tir ngay san xuat

Tiéu chuan; TCCS.
Xudt xir: Han Quéc.
ImporterDNNK:
DE XA TAM TAY TRE EM

DOC KY HU'ONG DAN SU DUNG
TRUOC KHI DUNG
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To thong tin cho bénh nhdn

VIGISUP Susp. Soft Capsule
Neomycin, Nystatin & Polymyxin B sulfat

Khuyén cio:
Doc ky huéng dan sir dung trueée khi ding.
Dé xa tam tay tré em.

Thanh phan, ham lweng cia thube:

Moi vién c¢6 chira:

Thanh ph(in hoat chat: ( ‘j/
Neomycin sulfat .................. 50,2 mg

(trong duong Neomycin 35 000 1.U.)
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Polymyxin B sulfat ......... 35 000 1.U. _

Thanh phc?n ta duoe: Yellow beeswax, hydrogenated coconut palm oil, dimethicone 1000, fractionated
coconut oil, gelatin, concentrated glycerin, methylparaben, propylparaben, yellow no.203, titanium
oxide.

M5 ti san pham: Vién nang mém dit 4m dao.
Quy cach dong géi: Hop 2 vi x 6 vién.

Thube ding cho bénh gi?
Dicu tri tai chd cac nhiém trung 4m dao va cb tir cung do nhiém nédm Candida, viém nhidm am
dao do cac chung vi khuan khong chuyén biét, viém am hd, diéu tri hd tro trong xudt tiét 4m dao.

Nén dung thude nay nhw thé nio va lidu lwong?

Bénh nhén cén tuan tha theo huéng dén cia bac sy.

Licu ding cho ngudi 1ém: Dat 1 vién vao 4m dao mdi ngay, vao budi tdi lc di nga, lién tuc trong
6 ngay.

Truong hop nhiém tring ning hay man tinh: it 1 vién vao budi tdi luc di ngu lién tuc trong 12
ngay hay 2 vién mdi ngay, dung vao budi sang va budi tdi lién tuc trong 6 ngay.

Khi nao khong nén ding thudc nay?
Mén cam véi bat cir thanh phan nao cua thude.
Dang dung bao cao su hay mang ngin 4m dao.




Tic dung khéng mong muén:

It gap, 1/1000 < ADR < 1/100: Kich tmg niém mac.

Hiém gap, ADR < 1/1000: Hiém khi xay ra di tmg. Trong truong hop nay nén ngung sir dung
thude.

ADR chuea ré tan sudt: Cé thé bi cham di tmg do tiép xtic, phin lén gap trong truong hop ding
thude trong thoi gian dai.

Déi voi neomycin c6 thé gy di tmg chéo véi khang sinh nhém aminosid.

C6 thé gy doc tinh trén than, tai..., diéu tri ngén han s& gi6i han dugc nguy ¢6 nay.

Nén tranh dung nhirng thuée hoic thue pham gi khi dang sir dung thubc nay?
Thude bi mét tac dung khi ¢6 str dung bao cao su tranh thai hay cac ché pham 1am tir nhura, mo.

Cin lam gi khi m{t lin quén khong ding thude?
Thube nay can duoc sir dung theo don cia béc si do vay khi quén khong ding thude thong béo
ngay véi béc sy ctia ban. Chii y: Khong dung gép doi lidu dé bu lai lidu quén sir dung.

Can bio quan thuéc nay nhw thé nao?
Bao quan trong bao bi kin, noi khé mat, tranh dnh sang, nhiét d6 dudi 30°C.

Nhirng dAu hi¢u va tri¢u chirng khi ding thudc qua lidu:
Chua c6 ghi nhan vé trudng hop qué lidu VIGISUP Susp. Soft Capsule.

Cin lam gi khi ding thuéc qu4 liéu khuyén cio?
Truomg hop bénh nhén st dung qua liéu va thdy nhimg biéu hién bét thuomg cin dua bénh nhén
dén co so'y té gin nhat dé dugc didu tri kip thoi.

Nhirng diéu cin thin trong khi ding thudc nay?

Thude ding dat am dao, khong duoc udng.

Khong nén ngung st dung thudc trong thoi ky kinh nguyét (vin tiép tuc ding thude néu ¢6 kinh
nguyét trong thoi gian diéu tri).

Tinh trang man cam véi mot khang sinh khi ding tai chd c6 thé anh huong xdu dén viée ding
khang sinh d6 hodc mét khang sinh tuong tu theo dudng toan than sau nay.

Thube c6 thé gay ra doc tinh trén toan than (trén thén, trén thinh gidc,...), nén dung thudc trong
thoi gian ngin s& lam giam nhe céc nguy co nay.

Mic du hién nay vin chua ghi nhén dugc tac dung ngoai ¥ toan than khi ding thudc, nhung tdt
hon hét cdn luu y téi diéu nay nhét 1a v6i bénh nhén bi suy than.

Thube c6 chira paraben, ¢6 kha ning gdy di tmg (phan g c6 thé xay ra cham).

+ Céc khuyén cdo ding thude cho phu nif 6 thai va cho con b
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Thoi ky mang thai

Trén 1am sang, chua ¢6 béo cdo vé tic dung phu va doc tinh. Tuy nhién, ciing nhu céc thude khac,
chi nén sir dung thudc nay khi can thiét va c6 su theo dai cia bac sy.

Thoi ky cho con bu

D6 an toan ctia thude khi sir dung trong thoi ky cho con bu van chua duoc thiét 14p, chi nén dung
thudce trong truomg hop that su can thiét.

+ Anh huéng cia thube ddi véi cong viée (ngudi van hanh may mée, dang l4i thu xe va cdc
trudng hop khac):

Khéng anh huéng dén kha nang 14i xe va van hanh may méc.

Khi nao cin tham vin béc sy, dugc sy?
I'hdng bdo ngay cho bdc sy hodc diegc sy nhitng tac dung khong mong muén gdp phdi khi sit
dung thuéc. Néu can thém théng tin xin hoi y kién bdc sy hodc diegc sy,

Han dung ciia thude: 36 thang ké tir ngay san xuit. 2

A . s |~ A
Tén, dia chi cta co sé san xuat:

KOREA PRIME PHARM CO., LTD
100, Wanjusandan 9-ro, Bongdong-eup, Wanju-gun, Jeollabuk-do — Han Quéc.

Ngay xem xét sira dbi cdip nhét lai nji dung hwéng din sir dung thube:
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Huéng dan sir dung thuoe cho cdan bé y 16

VIGISUP Susp. Soft Capsule

Neomycin, Nystatin & Polymyxin B sulfat

Duwoe lwe hoe:

Nhém tdc dung duoe 1y: Phdi hop khang sinh dung trong phu khoa.
Ma ATC: GO1AAS]

Neomycin la khang sinh nhém aminoglycosid c6 co ché va phé tac dung twong tir gentamicin sulfat.
Nhimg vi khudn nhay cam v6i neomycin nhu: Staphylococcus aureus, Escherichia coli,
Heamophilus influenzae, Klebsiella, Enterobacter va Neisseria spp. Neomycin khong c6 tac dung
vOi Pseudomonas aeruginosa, Serratia marcescens, Streptococci bao gdbm ca Streptococcus
pneumoniae hodc Streptococcus tan mau.

Nystatin ¢6 tac dung kim ham hozc diét ndm tiy thude vao ndng do va d nhay cam cua nam, khong
tdc dong dén vi khuan chi binh thudmg trén co thé. Nhay cam nhét Ia cic ndm men va c6 tic dung rit
tot trén Candida albicans.

Polymyxin B ¢6 tic dung diét khudn. Hoat tinh khang khuin ctia polymyxin B han ché trén cac vi

khuan gram am, gém Enterobacter, E.coli, Klebsiella, Salmonella, Pasteurella, Bordetella, Shigella
va Pseudomonas aeruginosa.

Phoi hop ba tac dong trong d6 phd khang khuén chu yéu 1a cua neomycin va polymyxin B, la cac
khang sinh ¢ cing téc dong trén da s6 cac vi khuén gram duong va gram am. Streptococci va céc vi
khuan ky khi dé khéng véi ca hai khang sinh trén. Nystatin 14 thudc khéng nim c6 tic dong rét hiéu
qua trén Candida va c6 tac dong bao phu, che ché niém mac 4m dao ddng thoi gitp cho thude duge
dung nap 6t tai chd.

Dwoe dong hoc:

Neomycin duge hip thu kém qua duong tiéu héa. Hap thu thudc c6 thé tang 1&n khi niém mac bi
viém hogc tén thuong. Khi duge hép thu, thude s thai trir nhanh qua than duéi dang hoat tinh.
Nura doi cua thude khoang 2-3 gid.

Nystatin dugc hdp thu kém qua dudng tiéu hoa, khong duge hip thu qua da hay niém mac khi
dung tai chd, thai trir chii yéu qua phan dudi dang chua chuyén hoéa.

Polymyxin B sulfat dugc hép thu tét qua phiic mac; khong dugce hip thu qua dudng tidu héa, trir
o tré nho c6 thé hdp thu téi 10% liéu; khong duge hdp thu déng ké qua niém mac va da nguyén
ven hodc bi trée 16p phi ngoai nhur trong trudng hop bi bong néng. Polymyxin phan bé rong réi
trong cdc mo co thé, khong thdy phan bd trong dich ndo tiy (ké ca khi mang néo bi viém) va
khong qua nhau thai. Polymyxin B sulfat khong gin nhiéu véi protein huyét twong. Nira doi
huyét thanh cua thude trén nguoi lon ¢ chire nang than binh thudng 1a 4,3 - 6 gid. Khoang 60%
lugng thude hip thu duoce thai trir dudi dang khong di trong nudc tiéu qua loc cau than. O ngudi
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I6n, trong khoang thoi glan gitta 12 -24 gidr sau liéu ban déu, thdy rat it polymyxm B trong nuoce
tiéu, ¢6 thé do thudc gan v6i phospholipid ctia mang té bao than. Thube con tiép tuc bai tiét trong
24 — 72 gid sau lidu cudi cung Tré nho bai tiét polymyxin nhanh hon ngudi 16n; 40-60% lugng
thude hap thu duge bai tiét trong vong 8 gid trong nude tiéu. Loc mau hay loc mang bung khéng
loai trir dang ké polymyxin B.

Vién nang mém dat 4m dao VIGISUP Susp. Soft Capsule 1a phdi hop ciia 3 hoat chit: Neomycin
sulfat, nystatin va polymyxin B sulfat. Sau khi dit vao am dao, vién nang mém VIGISUP Susp.
Soft Capsule sé tan ra va giai phong hoat chét. Cac hoat chat trong thudc nay hép thu rat kém qua
niém mac. Do d6 sy hip thu thude, sau khi dat am dao, vao hé tudn hoan rat han ché. Thubc phan
bé chu yéu tai 4m dao va c6 tac dung tai chd.

Chi dinh:
Diéu tri tai chd céc nhidm tring 4m dao va cb tir cung do nhiém nim Candida, viém nhidm am
dao do cac chung vi khuéin khong chuyén biét, viém am hd, diéu tri ho tro trong Xudt tiét 4m dao.

Liéu lwgng va cich diung:

Liéu dung cho nguoi 16m: Dit 1 vién vao 4m dao mdi ngay, vao bubi téi luc di ngu, lién tuc trong
6 ngay.

Truomg hop nhiém trung ning hay man tinh: Dt 1 vién vao budi tbi luc di ngu lién tuc trong 12
ngay hay 2 vién mdi ngay, dung vao budi sang va budi t6i lién tuc trong 6 ngay.

Chong chi dinh:
Man cam v6i bat cir thanh phan nao cua thude.
Dang dung bao cao su hay mang ngin am dao.

Thén trong:

+ Than trong khi ding thude:

Thube dung dat am dao, khong dugc uéng.

Khong nén ngung sir dung thudc trong thai ky kinh nguyét (van tiép tuc ding thude néu c6 kinh
nguyét trong thoi gian diéu tri).

Tinh trang méan cam véi mot khéng sinh khi dung tai chd c6 thé anh huéng xau dén viée ding
khang sinh d6 hodc mdt khang sinh twong tu theo dudng toan thén sau nay.

Thude c6 thé gay ra déc tinh trén toan than (trén than, trén thinh giac,...), nén dung thudc trong
thoi gian ngén s& lam giam nhe cac nguy co nay.

Mac du hién nay van chua ghi nhan duoc tac dung ngoai y toan than khi dung thudc, nhung tht
hon hét can Iuu ¥ téi diéu nay nhét 1a v6i bénh nhén bi suy thén.

Thude ¢6 chira paraben, ¢6 kha nang gdy di img (phan tmg c6 thé xay ra cham).

+ Céc khuyén céo ding thude cho phu nir ¢6 thai va cho con bu:
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Thoi ky mang thai

Trén lam sang, chwa c6 bdo cdo vé tac dung phu va doc tinh. Tuy nhién, ciing nhu céc thude
khdc, chi nén sir dung thude nay khi can thiét va c6 su theo ddi ctia béc 3.

Thoi ky cho con bii

D06 an toan cua thube khi sir dung trong thoi ky cho con bu van chua duoc thiét 1dp, chi nén dung
thudc trong trudmg hop thét su cén thiét.

+ Anh huong ciia thude ddi véi cong viée (ngudi van hanh mdy méce, dang lai tau xe va cic
truong hop khac):

Khong anh huéng dén kha ning 14i xe va van hanh may moc. .
|z
Twong tic ciia thude:

Thudc bi mat tac dung khi ¢6 sir dung bao cao su tranh thai hay cac ché phim lam tir nhya, ma.

Tic dung khéng mong mudn:

It gap, 1/1000 < ADR < 1/100: Kich | ung niém mac.

Hiém gap, ADR < 1/1000: Hiém khi xay ra di img. Trong truong hop ndy nén ngung sir dung
thude.

ADR chuea ré tan sudt: C6 thé bi cham di ing do tlep xtic, phan lén gdp trong trudng hop ding
thudc trong thoi gian dai.

Déi voi neomycin ¢6 thé gdy di tng chéo vdi khang sinh nhém aminosid.

C6 thé gdy doc tinh trén than, tai..., didu tri ngén han s& gi6i han duoc nguy cé nay.

Qui lidu va cich xir tri:

Chua ¢6 ghi nhan vé trudmg hop qua liéu VIGISUP Susp. Soft Capsule.

Trudng hop bq:nh nhén sir dung qué liéu va thiy nhimg biéu hién bat thuong can dura bénh nhan
dén co s¢r y té gan nhét dé duoe didu tri kip thoi. Tich cuc theo doi dé cé bién phdp xir tri kip
thoi.

Tiéu chuin: TCCS.

S6 dang ky:

TUQ.CYC TRUUNG \ _
P.TRUONG PHONG _ \

Pham Thi Viin Honk v o)




